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‘ﬁhﬁ State Qf New }&mey, and DAVID M.
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Bfwsm eaf‘Coﬁmnw ; -

Patics consenit to Thecmry of this. Final Consent.Jy dgment (“Cenaent .lnem”) and'its

provisions wmtﬁouz trial ot ad}ﬁﬂlearmﬂ of anyissue offactﬂr Taw, and withowt aii acimxsston

of any lability or wmngdamg of any kind,




GED AND AGREED AS FOLLOWS:

IT IS HEREBY ORDERED, APJUD:

Venue is proper in this Court pursuant to N.18.A. 56:8-8.

A.  This Court has jurisdiction over the subject matter of this lawsuit and overall Parties,
B.  The terms of this Consent Judament shall be:governed by the laws of the State of

New Jetssy.

D.  The Partics have agreed to resolve the issues related to the Covered Conduct
invobving the preseription drug Geodon® by entering into this Consent Jadgment:

Lo Judgnmwgaﬂﬁngthe Covered Conduct

oteeti _n._Lawg;as;te-

E.  Pfizeriswilling to-enter info this Cor

inorderto resalvethe Atiomeys Ger et thi State. Consumer’

the matters addressed in this Comsent Judgment and thereby avoid unnecessary expense,

F. The Parties have agreed to reselve the fssues mfsed by the Covered Conduct by

| 1. Pfizer is enitering into this Consent Judgment solely Yor the purpose -of

- settletiient, and nothing contained herein may be taken as or construed to e an admission or

concession of aty violation of law, rule, or regulation ter of fact orlaw, orefany

- doesno‘t m_wyﬁ@hﬁ@n&

liability or wron;

i ’I‘hisagreementls entered hto pursuant to and subject to the State Censumer Protection




the State Consumer Protection Laws set.forth in f‘e_xotﬁate- 1, and does notadmit any wronigdoing that
was or could have been alleged by any Attorney Geneml befare the date of the Consent }udgmem )
under those laws. No part of this Consent Judgment, including its statements and commitments,
shall constitute evidence of any liability, fault or wrongdoing by Pfizer. This Consent Judgncntaﬁd
its contents are tiot intended for use by any third party for any purpose, including submission to any

court for any pu

rpose.

2, This Consent Judgment shall not be construed or used ss a waiver or

limitation of any defense otherwise avatlable to Pﬁw in aniy action, of f;)f:lf’-ﬁz_eri’-srright todefend

iiself from, or make any arguments in, any private indjvidual, regu a'Em'y g@venmml of class

-claims of suits relatirig to the subjeet matter @mte:rms of thisConsent Judement. Th

Fidgment is made without trial or adjudication af ‘any issue of fact or. law or ﬁm&&ﬁg of hahihty of

‘any kind. Notwithstanding the foregofg, Plaintifts may filé.an action to enforce the terms of this

- Consert Judgment,

3. It isthe mm:af‘&xem:w ﬁmﬁmCmnt .Iudgment not b¢ adfuissible in
other cases of bmﬂmg on. Pfizer 1 2ny respect other than in connection with the enforcemient of this

Consers Judgraent,

went Judgment shall create-a private cause of otion o

4, No patt of this ot

qrmmm;eemeptthaﬂ’l it

conferany right to any third party for viclation éﬁ-iy federal

fiay ﬁlean action to enforee the terms of this Cmnsent Judgment.

G.  This Consent Judgn

et {or any portion thereaf) shall in no way be construed o

laws cited in footnote 2.




prohibit Pfizer from making representations with reRpectio Geodant st are roquired under Feders]
law of required under any Investigational New Drug Application, New Dmg Aopleasn
.Suppl_emcntal New Drug Application, or Abbreviated New Drug Application approved by the FDA.
H.  Nothing in this Consent Judgment shall require Pfizer to:
(a) take any action that is prohibited by the FDCA or any regulation promalgated
théreunder, or by FDA; or

(b) fail to take any action thit is reguir d by the FDCA: or anyregulation promuslgated

thereunder, or by the FDA. Any written or promotional claim subject to this Consent Judgment
wiich is the samie, or materiatly the saie, as the. language required or agreed to by the Ditectar of
Divisionof Drug Masketing, Advettising and Communication-or the Ditector of the Center for Dmug:

Evaluation and Research or their authorized designees in writing shall not constitute a violation of

- 'The foltowing definitions shall bé ed 1 Gonstrusing this Consent Judg

1. “Aunthor” shall mesn m}iﬂ?orhmlmwem&mmmga@dwpmdmmlesm

other publicativns. relating to Geodon®;

2.




3. “Consultant” shall mean an HCP engaged for services other than for speaker

programs (.., as a member of an advisory board or to attend consultant meetings) that relate to |

Promotional and Product Related Functions.

4. “Covered Conduct” shall mean Pfizer’s promotional and marketing practices, -

ariipling practices, dissemination of mﬁamlat;en and remumeration to HCPs regarding the

iption drug Geodon® through the Effective Date of the Consent Judgment.

5. “ffective Date” shall meanthe déte onwhichacopy of this Consent Judgmers, duly

executed by Pfizer and by the Signatory ARtomey General, is approved hy, and becomes a Consent

gment-of, the Court, whichever is later.

6  “Goodon®"shall meanall Pfizer Products that are FDA-aPFI‘Wed drug formulations

7. “HealthCare Pr

8 “Labeling” shall mean afl FDA-spproved labels, which are # display of wi

rhited; or graphtic matter upon the immediate container of any article, and other weritten; pri

“grapiticmitters: () upon any asticle or any ofits containers or wrappers; or (b) aceompanying such

atticle.

9. *Medical Information Letfer” shall mean a non-Promotional, scientific

comrunication to address Unsolicited Requests for medical information from HCPs,




10.  “Medical Outeomnes Specialists” shail mean Pfizer persornel who have expértise

working with managed care to determine suitable & s on a formulary and are assigned to the

Medical Outcomes Specialists group of Pfizer,

11.  “Medical Reference Publication” shall have the meaning ascribed to the term

“refertice publication” found i 21 C.FR. 99.3().

12.  “Medical Seience Lija’iéﬁii”ﬂhaﬁimaaﬂaﬁeifs;nng&siualigwith:an. advanced scientific

seientific analysis and/or scientific information to HCPs and inchi

mD), assigoed, stmployed, hited or remined by Pfizer to provide

es Regional Medlical Research

x:; 2 MD, PED, or Phar

13.  "Multistate Executive Commiites” shall mean the Attorneys General and their staffs

wting Aizonis, Colorado, Delawas

, Distriet of Colambia, Florida, Kentucky, Margland,

achusetss, Notth Caroling, Ohio and Pennsylvania.

14,  “Multiguate Working Group” shall tacan the Attomeys Genera
* Columbia, Rloida, Hinve deho, L
Sersey, New Mexico, New York, North Carolina, Nosth Dakots, Glito, Oklahon

cky, Lovisiana, Maine, Maryland,

iois, lowa, Kansts, Kent

, Tennessee, Texas, Vermont, Washington, West Virgink

Pennsylvania, Rhode Island, South Daleota

and Wisconsin




15. “Off- Label” shall mesn a uge not consistent with the indications seclion of the
Geodon® Labeling approved by the FDA af the time information regarding such use was

communieated.
+16.  “Parties” shall mean Pfizer and the Plaintiffs.

17. “Payment”is definedto includeall payments or transfers of value (whether incashior
ts {including, for example, honoraria paymerts;

in kind) made to physicians including all payme
other payments, and reunbursememfeﬂndg@g, tiwvel and Sthier expenses) made in connection
physicians sewmg as speakers, participating in spoaker trafuing, or serving as Consultants of
 relating 10

ch; payments relating to education; and payment or refmbrarsement for food, entertalnmont;

Authors; payments er compensation for services rendered: grants; fees; payments

‘gifts, trips or travel, product(s)/item(s) provided

toruse of, or under thenatie of a phiysician for

Butitics on behalf of, atthe request of, for the benef
whoii Phzer would Gthcrmse repm’t a Paymwt tf-_-_-: "__ e __' -

“P&mm“mdlﬁes any Payments ';_:- bireit]

ction with, or lmdtartha auspwes af & co-promotion ariangemient. The ferm

Butliy in com

pmduets fhigt meet the definition st forthin 21

© “Payments” doesnot include: 1y samyiles of di _:'

C.F.R. §203.3(); or if) discounts, rebates, or other picing tortis. Only for purposes -afthmpmﬁg

of Payments on March 31, 2011, ﬁxetcrm“?amem doesnot include: 1) individual Payments of

Tess than $25 per instarice; or if) aggregate Payment; inayearwaﬁhstmmRelﬁtedBaﬁw ofless

thzin $500. Beginning with the March31, 2012 report and all rcmmemﬂerﬁldivﬁuﬂ ayments

byPﬁwtoaplwsmanwE@kawﬂ



under $25 pm-_instance-md-aggrégate- Payments of less than $500 shall be included in the Payment

-atnounts listed in. the applicable report,

18 “Pfizer Ine.” or “Pfizer” shall mean Pfizer Inc., inclading all of its affiliates,

sabsidiaries and divisions, predecessors, successors and assigns doing business in the United Statss.

19. “Plizer Medical Education Grants Office” shall mean the U.S.-based organization

education (CME) grant progess,

within Pfizer responsible for oversight of the continuing n
including the accepiance, review, and approval ﬂf all: nonvelinical CME graﬁtmqaes&s

20, “PfizerMarketing” shall. mean Pfizer personnel asmgned fo the Piizer U.S. Geodon®
mearketing team(s). | |
21, “Pfizer Medical” shall mean Pfizer personnél assigned to the Pfizer medical

erganization.

22, “Pfizer Sales” shall mean the Pfizer sales foreeresponsible for U.S, Geodon® salés

consumer as applicable.

24, “Pnﬁmot;ienal_ and Produet Related Fmﬁe_ms” includes: (a) the selling, detailing

ration, or

- marketing, advertising, promoting, or branding of Geodon®: '_;_.@};ﬂae.d-éveiapmen_t,..

dissemination of materials or information about, or the provision of services relating to, Geodon®




including those functions relating 1o material review cominittees and Pfizer’s Medical Information
Department; and {c) research, development, a‘nr.i'p&bijcation telated-activities involving Geodon®,

including pestmarketing and other studies, and the authorship, publication and disclosure of study

25, “Premotional Materials” shallmean any item with the product name, loge, or message

ised to Promote Geodon®;

26 “Promotional SlideKit” shall.nean Pro

form-ofa slide kit for use in speaker program:

27, “Promotional Speaker” shall 1 nean & non-Plizer simployes HCP speaket used 1o

Promote Geodon®;

28 “Related Entity” is any entity by or in which any physician receiving Payments is

abel Informiation” shall mean articls or reprinis foma

peer reviewed journal or referenice publication desoribing an OfF-Label use of Geodon®,

30 “Signatery Attorey Genoral™ shiall mean the Atturney

isher authorized designee, who has agreed to this Consent Tudgment,

31.  “State Consumer Pmt@enanLaws?’ shall mmthecanswmr protection laws under

B NA~Alabatng Decéptive Trude Practices Act, Ala. Ciode §8-19-1 et 5eq.; AREZDNA—'A-W-&MW#

¢




32.  “Unsolicited chuest” shall meana. request for information regarding Geodon® from

-a non-Pfizer HCP communicated to an agent of Pfizer that has net been prompted.

I Promotional Activities -
A Phiger shall normake any written of oral elaim that is false, misleading or deceptive

Fraud e, AR.S. § 44152 efzeg; AR "-'-"I‘M&— Mmm&wepﬁvemae szti’oes Ast, Ark. Cfaadeﬁm
 §4-58- 101, of seq.; CALIFURMIA ~Bus: & ProfCede §% 17200 60 seq aiid i 7550 vivug.; COBORALIO -
Colpradp Conswmer Protection Acs, Colo. Kev. Stat. §E~Mm efseg,; CONNECTICUT « Conmecticut Unfuir
Tréde Practices ActiConn. Gen. Stat, §§4’=2¢-I Ma, ggm WﬁRaB vamdamm"ma’mmi.
CODE ANN. tit. 6, §§ 35110 2527 DISTRICTC 5 £CH
 Procedures Act, D.C. Code §% 28:3901 etseqa., FEORIDA
A, FmerILc:haptarsul thda it y

dising chtfcem«::,M R:ev Sat. matseq MONTANA
101 et seq.; NBBRASKA ~ Uniform-Deceptive: Trade Practices 4t N’RS §§ B"M»DI et’seg.,ms%m—-
ﬂmﬂw%%ﬁmﬁqﬁwﬂﬁ&mﬁ%@%@%wm“mww PRED fow .
Hampshneﬂmer?mtecﬁmam,k&ﬁ wsw&m';. i --nNéwﬁ;.r@»CmerMM NISA.

24, §§:i48..5ﬁ mé“ﬂxmv&m\ﬁvsﬂl
Trade Practices &ot, N.C.GS. ¥5-1.1
NDICmt.Ga(té§§1 Imam-

Act, R—hode Istand General Léws §6—1' 1 1,8t s_eg_, KﬁTA—-—SthBakora DecEpﬁve Fradé
Practices and Corisumer Prm‘eeﬂwg !1 K70y 8 ~ Terpiessee Consumer Pritéction Aet,
Tenn. Code Anti, 47-18-101 er seq.; TBXA f{kxasﬂecepﬂwe Trade Prigiives-Consuner Protection:Act,
Tex. Bus, And Com, Code 17.47, €t 5¢g.; VERMONT - Consumer-Frind Aet, 9 V.8.A. §8.2451 ef seq.; .
WA&HE&GTGN Unfair Bustness Praciices/Corsuiner Protection 4ot, ROW §5 19.86 &t seq.; WEST

VIRGINIA — West Virginie Consirier Cregit und Protectisn Act, W. Va. Code § -46A-1101 ef seq.;




B.  In Promotional Materials for Geodon®, Pfizer shall clearly and conspicueusly

disclose the most serious risks associated with the produet as sét Forth in the product’s labeling,

including information in any black box warning and shal] present information about effectiveness

and information about risk in a balanced manner.

C. Pfizer shall not Promete Geodon® for Off-Label uses.

D, Pfizer shall not presenipaﬁsntproﬁ!eaﬁq’pesbasedselwed symptoms of thie FDA-

approved indieation(s) when Prometing

eodon®, unless:

1. Geodoti®'s specific FDA-approved indication(s) being Promoted is/are stated

clearly and conspicuously on the same page or on 2 facing

that reference the selected symptoms;

-pagge iri any physical Promotions] Matérials

a. - With respeet to Promotional Slide Kits or computer tablet based

Promotional Materials:

@

(i

indication(g) on the same slide fn which selected syiprons

nd reference to the statement

Pfizer shiall inclods 2 shortche

deseribed in Section 1.D.1.a.() on the same slide as each

subsequent reference’ to selected sympioms (e.g, “See

| complete list of FDA-approved indieations at p. X*); and

WISCONSIN — Wis. Stat. § 100.18 (Fraudaient Represeotations).

11




b. With respect fo Prometional Slide Kits, Pfizer shall require any
presenter of Pfizer’s Prormotional Slide Kits to present the statements

required in Section LD.1.a,(i) as part of the mandatory slides.

| 2. Promotionsl Materials have a reforence indic
symploms andl the relevant diagnostic eriteria are available in the Diagnostic and Statistical Manual

of Mental Disorders (DSM-IV er-current version), where applicable.

E.  Pfizer shall ensure that all Promotional Speakers’ Promotional N

Geodon® comply with Pfizer’s obligatiens in the above Sections LA, - D.

s 16, 1ts sales force as rewards for the

Of-1 abel sales or vise of Geodon®,

A.  Thecontentof Pfizer's communications converning Off-Label uses of Geodon® shall
- not be false, misleading or degeptive.

3

1. Thefollowingsubseetinnyshall beeffoetive forning yeurs fiom the Effective
Date of this Consent Judgment. o
2. Pfizer Medical shall have ultimate respansibility for developing and approving

this medical content for all Medical Information Letters tegarding Geodon®, including any that inay

12.




describe Off-Label information. Atiena‘l;.-w@lsm&ybep ded by Pfizer’slogal department.
Pfizer shall not distribute any such materials unless:
a.  Clinically Relevant Information is included in these materials to

b Daiainthescmaterialsate preseatod in an unbiased, non-Promotionel

‘Promotional Matestals

3. Pfizer Sales and Pfizer Markéting persosinel shall not develop the medical

ortent of edicel Information Letters regardinig Geodon®. This provision does not prokibit Pfizer '

Sales or Pfizer Matkoting persotnel from suggesting topios for Medical Information Letters.

5. Pftzer shall not knowingly disseminate any Medical nformation Letrer

deseribing any OfFLabel use of Geodon® that makes any false, misleading or decsptive

g Geodon® or any false, misleading or deceptive statement converning 2

T@Pm%ﬂtﬁﬁﬁn AT
cotnpeting produet.

‘€. Responses to Unsolisited Requests for. Off-Label Tnfor

13




1. The following sﬁbsecﬁcm; shall be-effectivefor nine -yeaxsﬁrom.-the Effective
Date of this Consent Judgment, |

2. In responding to an Unsoficited Request fo._r Off-Label information regarding
| Geodm@,.'meluding any request for a specific article related to Off-Label uses, Pfizer shall a’dﬁi&e-

therequestor that the request concemns an Off-Labelnse and inform the requestor of the: drug’s FDA-

approved indication(s) and/or dosage and other rélevant Labeling information.

3. KPfizgreletstotespo 0 s Unisclivited Request for Off-Label information
from a HCP regarding Geodon®, Pfizer Medieal personnel shall provide specific, accurate,
objective, and scientifically balanced responses. -ény-mh':mspﬁnsezsml not maté-@:_far

any DfF-Label usefs).

4. Any written tesponse to an Unsolicited Request for Off-Label information

regarding Geodon® shall include:

a.  anexisting Medical Information Letter prepated in accordance with

b.  aMedical InformationLstteror other document prepared in resp e

mﬁemi&% danes with Section HL.B:

c a feport containtig 1hié fiesilts of a reasonalile literature search using

tettns from the reqaest,

5. Pfizer Sales and Pfizer Marketing personnel may respond in writing to an

" Unsolicited Reguest for Off-Label information regarding Geodon® from an HCP only by informing




the HCP of the presence or absence of published studies concerning the Off-Label topic ot by
acinowledging whether the topic is an area of research, and by offering to request on behalf of the
HCP that a Medical Information Letter or ofher information be sent to the HCP in follow up,
provided it complies with sub-Section HL.C4 set ﬁm& above. Pfizer Sales and_ Piizer Marketing
pefsonnel shalf not characterize, deseribe, identify, name, oroffer any.apihiaﬁas- about or suminarize

including, but not limited to, managed. care argamz&tzﬁns and employers rﬁsp.ansiiﬂs for the

istration of health benefits, but not preseribers anless employed or enpaged by naverein 2 nag

préseribing role.

6.  Plizer Sales and Phzer Miasketing personnel may rospond orally to an

Unsolicited Reguest for Off- Lahcl information regarding Geodon® fom an HOP only by informing

the HCP of the presence or absence of published s

informarion be senr w (e HCP in follow b,
provided it complies with sub-Section H.C.4 set forth above. Pfizer Sales and Pfizer Marketing
personne] shall aot characterize, deseribe, ide pame; or offer any opini .

disenss orally issues relating to pharmiacosconontics or health outcories with third sarty payors,

inchuding, but net limited to, managed care organizations and employers 'respons_ible for the

sdhinistration of health benefits, biit not prescribers unless employed orengaged by payersm anon-

prescribing role.

15




D. Reprints

_ 1. Pfizer shall not disseminatﬁ any information describing any Off-Labél use of
Geodon® if suchusehas been submitted to the FDA for appioval and the FDA has either advised
Pfizer thai it refuses to approve such application or that FDA-identified deficiencies miust be

| resolved before approval can be granted unless Pfizer has first clearly and conspicupusly disclosed to

the recipient of the information that the FDA had fssued sﬁch-adviee regarding such Off-Label use.

Pizer may disclose to any recipient of sich information whi

. the FDA prier to the EDA’s issuanice of such advice regarding the Off-Label use.

2 Plizer shall not disseminate a Medical Information Lettet, an unabridged

reprint or copy of an article from a peer reviewed] journal or 2 Reference Publication; or written

‘information through a Regional Medical Research Specialist (“RMRS”) 1
st unless:

‘use of Geodon® in response to as Unsoliciied Req

a  the iformation is about a clinfeal investigation With respest to
Geodon®and experts qualified by scientific.training or expetienesto

o851 would consider the

655 6T G

evaluats the sufety or affectiven

sally sopnd or the

siibject of the clinical investigation to. be scienti

formation is an unabridged repr

int or chipy of 4h aticle froin a peet
mal or a Reference Publication;

b.  theinformationis accompanicd by-a comprehensive bibliography of

publications discussing adequate auiid well-controlled clinical studies

publisked in a medical joutnal or meélﬁicafl’?ar scientific text thet have |

been previously publishied about the use of Geadon® covered by the

16




3,

information (unléss the information is a peer reviewed journal or
Reference Publication which already includes such a bibliography);

and

incages in which experts qualified by scientific training or expericnce
to evatuate the safety or effectiveness of Geodon® would consider
the coriclusion of hic information to have been specifically called into
qusstion by another articla&) or tem{s) that expeits ¢ualified by
seientifictraining or experience to-evaluate the safety or effectiveness
of Geodon® would to. be scientifically sound, the

information must be disseminated with a representative publieation

hes contbtary or different canchisions regarding the- Off-Label

sining Off-Label Information

e Pfizer Medical shall be responsible for the identification, sclestion,

uippioval and dissemination of Reprint
- Inforiation tegarding Geodon®:

Repmts Containing Off-Label Information regardin
@) shall be accompanied by the full prescribing information for
the ﬁct and conitain adisclosure in.a -pmmiﬂeni;kaeatimi,
which would inctude the first page or as a cover page where
practicable; indicating that the article may diseuss Off-Label
information; and |

7




(i) shall not be referred to or used in a Promotional manser.

~ Reprints Containiing Off-Label Information regarding Geodon® may
orily be disseminated by Pfizer Medical personnel o HCPs, Pfizer
Sales or Pfizer Marketing personnel shall not disseminate these
maﬁariai-_s to HCPs, ‘abswt the exception described below in @)

provided, however, that Medical Outoomes Specialists may

soeconomics or health

s to third party payots; ineluding but not limited to matiaged

care orgR «mﬂm and smployers responsibie for the administimtion

of iealth bere 15, b&tmtpmsmbers unless employed or engaged by
payors ina non-presciibing role.

(i) Tntheeventof an extraordinary civounists

‘Worldwide Pharraceutical

Cliisioa Necessity Excapiion o the prokibition describedt in

SectionIlID3.c abmfm' ‘that Reprint Containiﬂg'-i;ajbﬁl

| (i) If the Clﬁﬁcal Neaessity: Exeept:c&n is itivoked, Pizer will
notify each Signatory Atierney General of its-intent to invoke

the Clinical Nocessity Bxception at least 30 business days




prior to disseminating through Pfizer sales representatives any

Reprit Containing OfF-Label iformation on Geodon®

(@) If a Slgnamry Attorniey General believes theReprmt
Contaming Off-Label mform&tlon to be disseininated
does not meet the Clinical Necessity Exception, then the
State will provide: Pfizer with waitten notice within 30
bushiiess daysand provide Pfizeran opportunty to dississ

ifs desired use of the Reprint Contait
ﬁmﬂnanmgmswﬁ to the limiicd. exception;

(%) I the State and Pfizer do not come 10 a resolution, fhen
the Statae may initiate legal action to prevent the

dissemination of the Reprint Containing Off-Lsbel

formation by Pfizer Sales or Pfizer Matketing

(@I the Swte initites legal action o prevent the
nination of the Reprine Containing Off-Label
information by Pfizer Salos or Pfizer Marketi

Marketing personnel to disseminate such Reprin

ming Off-Label information in that State ustil the

issue has been reselved,

19




4. Nothing in this Consént Judgment shall precludé Pfizer from disseminating
Reprints Cortaining Off-Label information which have an incidental reference to Off-Label
information. If reprints have an incidental reference to Off-Label information, such reprints shall
contain the disclosure required by Section I1.D.3.b() in a prominent location, as defined above,

S, Pfizer shall not disseminate any reprint or €opy of an atticle from a :peer .
rcwewad joutnal or a Medical Reference Publication deseribing any Off-Label use of Geodon® to
‘physician specialties that do not customarily prescribe Geodon® if these materials combined with
detailing, advertising, sampling, or other Promotional activities Promote Off-Label use of Geodon®.

8. In disseminating information about Off-label usage, Pfizer shall either follow
the substantive procedures in Section [V of the Januazy, 2009, FDA guidance entitled Good Reprint
Practices .foi' the Distribution of Medical Joumal Aﬂicl’es and Madical or Scientific Reference |
igs and Approved or Cleared Medical

 Publications on Unagproved New Uses of Approved D
Devices or use an m-wmaﬁvc approach pnav}ded such approach sausfies the roquitements of the
applicable statites and regulations. |

B, Pfizershall develop, implechent and tuainta polivies anel procedes to ensare tat

 Medieal Seience Liaisonsdo not promote Off-label usesof Gepdon® and to-ensure that they do ot

A.  The following subsections shall be effective for six years from the Effective Date of

this Consent Judgmeit. |

B.  Pfizer shall disclose information about grants, including CME grants; re

Geodon® consistent with the current disci'osmaes.;of the Pfizer Medical Education Grants Office at -

20




s payments/medical edueation grants.jsp (hereinafter

“Pfizer Medical Education Grants Office Website™) or as required by applicable law.

| 1. Once posted, Pfizer shall maintain this information on the Pfizer Medical
Education Grants Office Website for-at least fwo years and shall maintain the infofmation in 2
readily aceessible 'fénnat-_fo: review by the States upon written request. for a period of five years.

C.  The Pizer Medical Education Grants Office shall manage all requests for funding

reléted to CHE relating to Geodon®. Approval decisions shall be made by the Pfizer Medical

reation Grants Office and Pfizer Medical, and shall be kept separate from the Pfizer Sales and

Pfizer Markeiiug otganizations.
D.  Pfizershall not use grants to Promote Geodon®. This provision inchudes, but is net

limited to, the following prohibitions:

1. Pfizer Sales and Pfizer Marketing personnel shall not iniitiate, coordinage.or
 implement g;-ant .appl&catim__:s on behalf of any custameror HEP; | _ |

2. Pfizer Sales andPiﬁmrMarkenng personnel.shall not be invelved in selesting
3. Pfizer Salesand Pfizet Marketing personnel shall not meastire of attempt to

track in any way the impact of grants ot puaking fees on the participating HCPs' subseguent
preseiibing habits, practices or patterns. |
E.  Pfizer shall not condition funding of a CME program grant roquest relating to

Geodon® upon the requestor’s selection ot fejestion of particular speakets.
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F Pfizer shall not suggest, contral; orattempt to mﬁmnceselecuon of the specific topic,
title, content, s‘peakeré or audience for CMEy reliting to Geodon®, consistent with ACCME
guidelines. ' |

G. f’ﬁ-zer Sales and Pfizer Ma:kaﬂng personnel shall not approve grant requests

ding Geodon®, nor attempt to influence the Pfizer Medical Eduestion Grants Office to reward

attendees Pfizer’s financial support of the CME prograt and any finaneial relationship with faculty

and speakers at such CME.

nor shall it provide tmnalfundmg for re-distribution of the same pregram, if Pfizer Medical

Edueation Crants Office or Pfizer Medical knows that the program’s speakers are Promoting
Geoden® for Off-Label uses, unless it takes spevific action thet ensures that such Promotion does

Aot -pecur.

A QﬂorbefereMarﬂhi’fl 2011, Phizers]
an eaSin accessibile and readlly search j’ e hﬁingef all. II,S ~based. physicims,and Related Eimties

who or which received Payments directly or indirectly from Pfizer ‘between July 1, 2010 and

Désembet 31, 2010 and the agpregate value of sich Paymerits.
B.  Afer the initial posting, Pfizer shall post anpual listings on March 31, 2012 and
March 31 of each of the three successive years: The anral listing on March 31,2012 andﬂlewaﬁer




shall .inc-'lﬁde cumulative information about Payments made by Pfizer during each of the -tesﬁective
priot calendar years.

C. [n addition, beginning on Ju;i_e. 1, 2012, Pfizer shall include on its website a listing of
all U.S. based physicians and Related Entities who or which received Payments from Pfizer during

the first calendar quarter of 2012. Thereafter, 60 days afier the end of each subsequent calendar -

quatter, Pfizer shall also post on its website a listing of updated information sbout all Payments

providsd during the preceding quarter(s) in ash calendar year. The quatterly and annual reports

shall be easily accessible and readily searchable.
D.  Each lisiing madoe pursuant to his section shall include a complete lgt of 21
individual physicians, and/or Related Eutities to- whonzor to-which Plizer directly orindirectly made

Payments in the preceding calendar yeat for 2011 and after Juie 1, 2012 for the preceding quas
god alph

 yeat (as applicable). Each listing shall be arma setically agoording to the physicians™ last

ot amounts in the lists shail be reported in

$10,000- incremoits (e.5,, 30 - $10,000; $10,001- 320,000; ete.) or in the actial asiount paid,

d, however, that the Py

actual araoimts) for all physiclaﬁs autfor Rsiafed Enﬁtics on ﬁ'm tisting. Foreach physician, the

i3 n'-ta. tion: 1) physician’s: fuil natie; i} TAME of sy

le l:sung shall- mlnd&the-fmﬂmmg

applica
Related Entitics (if applicable); iff) city and state that fhe physicianor Rel:amsmyhas providedto

Pfizer for contact pu;tposcs and (V) the aggregate
o year s appllcable) If Paytuents for multipls physivians have been made to one Related Ertity,

the aggregate value of all Payments to ilie Relaized Entity will be the reported amount.
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E.  Pfizer shall continue fo make each..énﬁual..lisﬁng and the most reéent.-quzirtcrly listing
ofPMw available on its website at least thtough March 31, 2014. Pfizer shall retain and make
available to the:State, upon request, all work papers, supporting documentation, correspondence, and
records related to all apﬁ_licable Payments and to the annual and quarterly listings of Payments.
Nothing in this section affects the responsibility of Pfizer to cémp_ly with (or lability for
nencompliznce with) all applicable Federal health.care program requizements and siate laws asthey

relate o all applicable Paymerits made to physicians o Related Entities.

F.  Ifthe proposed Physician Payments Sunshine Act of 2009 or similar Jegisiation is
enacted, the State shall determine whegher the puipases of this sewuti are reasonably satisfad by
Pfizer’s compliance with such Tegistation. Insuch cass, and in its sole diseretion, ﬂaé:ﬁtaie may
agree to modify or terminate provxsmns of this se;cti@n as appropriate, | |

G. - Thetérm “physician™ as used in this sectior does not inﬂiﬁdebbna—ﬁde-ernpi@yaes-of

er or its subsidiaries.

H.  Pfizer’s posting of Payment information shall be subject to any appliea‘bl&
oenﬁahty provnsions centained in clinical rcsearch agreements that were entered witha U.8.+

based physician prior to-July 1, 2009, PHizer agrecsthat it shall not inchidé any such con:ﬁdenhahw

provisions i aby Hew or renewed sfhueazresearch agreeme

this Consent Judgment that require any Payrert to-a U.S.-based physician,

V.  Product Samples
A, The following: subsccnens shall be effectave for nine years from the Effective Date of

this Consent Juctgmeat

B.  Pfizer shall only provide samples of Geodon® to those HCPs who have specialties
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that customarily treat patients who have diseases for which treatment with Geodon® would be
consistent with Geodbn@’s Labeling. |

C.”  IfaHCP whose clinical practice is inconsistent with the product’s Labeling feunSIS
samples, Pfizer personnel shall refer the practitioner to 1-800-438-1985 whiere the practitioner ¢an
speak di:eetly with a Pfizer representative who will provide answers to the HCP’s guestions about

/ide them with semples only fapprapriate (L., if the physicianrequests the

sariple for an on-label use). | | |
D. Pﬁzer shiall not disserhinate samples of Geodon® with thc inténf of increasing Off-

Lahai p}seseﬁ’bing.:ef CGeodon®.

VI Clinical Research

A Pfiver shall report tesearch regarding Geedon® inan aeanfate,».ebjésﬁve andbalanced

I To the extent pern

itted by the National Library of Medicine and as required.
by the FDA. Amendments Act CPH&hc Law No. 110:85); Piizer shall register clinical trials and
. subiit results to-the registry and results data bak regading Geodon® as required by the FDA

iulgated pursuant to that Act.

Phase IT, M and IV cﬁmcal trials,to the extent availdbls, that wese ongoing or iitiated afier Jtﬂ:f L,
2005 and wil post results on a publicly scéessible website of all Pfizer-sponsored f‘lmseﬂ; Mandiv
clinical tiials, to the extent available, that wete completed after October 2002.

B. When presenting mfonnauon about a clinieal smdy regarding, Geodon® in any

Promotional Materials, Pfizer shall not do any of the following:
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1. present favorable nforme '6n-<§_r-cano'!nsiens from a study that’is inadequate in
design, scope, or conduct to furnish significant support for such information or conclusions;

2. _usé the concept of statistical significance to supporta claim that has not been
demonstated to have clinical significance or validity, or fails o reveal he range of variations around
the quoted average results; - :

3. use statistical analyses and-techiiques on a retrospective basis to discover and

cite findings not soundly suppoited by the study, or to suggest scientific validity and rigor fot data
) from stadies the design or protoeal of whiich are not amenable to formal stansucal evaluations;

4,. p"esentthz’mfe"ma&ﬂ" in a way thatfmphes that the shady represents larger or
more général experience with the-drug than it actually des_es;. or

) ) R
5. nse statistics on nuiibérs of patients, or consits of favorable x:csa.-ﬁ_fs-. or gide

effects, derived from pooling data from vasious insignificant or dissimilar stodies in a way that
suggests either that such statistics are valid if they are not-or that they are derived from large of
significant studies supporting favorable conclusions when: such is not the case.

. VIL

ive Date of this Congent Judgment, Pfizer siall

pay & total amount of $33 million to be divided and paid by Plizer: directly to cach Siguators

. Attorney General of the Miultistate Working Group in an amountto bedesignated by and in the sole

 diseiétion of the Multistate Executive Col

for attormeys’ fees and othier costs of investigation and litigation, or to be placed in, orapplied to, the

consumer protection enforcement fund, including future consumer protection enforcetnert; consulrier

* education, litigation ot local consumer aid fand or revolving fund; used to defray the costs of the
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inquiry leading hereto, and may be used to fund or assist in finding programs directed at mental
illness treatment, including but not limited to education and outréach or for other uses permiited by
state law, at the sole discretion of each Signatary Attorney General. The Paities acknowledge that

the payment described herein is not a fine penalty, or payment in Hien thereof,

VI Release

A, Byits execution of this Consent Tudgment, the State of New Jersey releases Pizer

a;ldaﬂofmpastandprfesentsubmes,amﬁms ¢, predecessars and suceessors (collectively, the

“Released Parties”) from the following: all eivil claims, causes of action, damages, restitution, fines,
costs, and penalties that the Plaintiffs eould have asserted against the Released Partioy under the

from the Covered Conduct up to and including the

above-cited:consumer protection statutes resulting
Effective Date that is the subject of this Consent Jadgment.

B.

Parties, has or:may have to-the State of Nes
2. Axy civil or administrative Hability the

Released Parties, has ormay have to the Stafe of New Jersey notexpressly covered by the telease it

Paragraph (A) above, icluding bt not limited to any and all of the following claims:

) State or federal antitrust violations;

ing*best price”, “averyy

b)  Reportingpractices, inghud e wholesale price”

or “wholesale acquisition cost;”




c) Medicaid violations, including .fc;.deral. Medicaid drug rebate statute
violations, Medicaid fraud or abuse, and/or kickback violations
related to any Statc-"s Medicaid program; aind

d)  State false claims violations:

3. Anylisbility underthe State of New Jersey’sabove-cited consumer protection
laws which any person and/or entity, including Released Parties, has or may have t individual
consumers or State program payors of said State.
dgment shall relieve or release Pfizer of the obligations

IX.  Nothing contained in this Consent Judgm
it maintains uader any other Consent Judgment or agreement relafing to amy Pfizer prodnot,
X.  Dispute Resolution

A.  For the purposes of resalving disputes with respect to comphiance with this Consent
J’udgmém-,shauid the Signatory Attorney General have a reasonable basis m;béﬁeve-ﬁmf?ﬁzfer has
engaged in aprat;ﬁee:that-vioiates'-a-pmﬁsian*ofﬂﬁ:szﬂons@t Jltﬁmnent subsequent to the Effective-

Date ofthis Consent Judgment, then the Signatory Attorney General shall notify Pfizer in writingof

the spévific objection, identify with particulatity the provisions of this Consent Judgment that the

_praﬁﬁce-a;ap.e:érﬂo_. violate, and give Pizer thirty (30) days to tespond to the notification; provited,
however, that the S’rgnatoryAttameyeral nmyt&kﬁmyacﬁm if the Siguatery Attorney General
concludes that, beeanse of the specific practice, athreat o the healﬁwrsaﬁstyef the pubhcmqmres
immediate action. Upon receipt of 'Wﬁﬁﬁn:-naﬁté, Pfizer shall provide a good-faith written tesponse

L)

tothie Bignatory Attomey Genersl notification, containing either a statement ex
believes it is in compliance with the Consent Judgment, or a-detailed explanation of hew the alleged

violation occurred and a statement explaining how Pfizer intends to temedy the alleged breach.
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Nothing in this paragraph shall be interpreted to Jimit the State of New Jersey’s Civil Investigative
Demand (“CID™} or investigative subpoepa authority, to the extent such authority exists under
applicable state law, and Pfizer reserves all of its rights with respect to a CID or investigative
éﬂbpoeﬁa issued pmmt to such authority. _

' .B-. Upon giving Pfizer thirty (30) daysto respond to -ﬁw-noﬁﬁcgtion described above, the

Signatﬁry Attorney General sha:ll also be permitied reasonable aceess to inspect anid copy relevant,

nof-privileged, non-work product restids and documents in the possession, custody or control of

Piizer-that felate to Phizer’s complisnce with each provision of this: Consent Judgment as to which

cause that is legally sufficient i the State-of New Jerscy hac been shown. Ifthe Sionatery Aitorney

General makes or requests copies of any documents during the course of that inspection, the

Signatery Atior
€. The Plaintiffs may asseft any-claim that Pfizer has violated this Consent Judgment in

=y General will provide a list of those dosumenits. to Pfizer.

& separate civil action to enforee complianee with this Consent Judgm
retief affprded by law, but onlyaﬁea' providing Pfizer an opportunity 10 respond.to the netification

' deseribed in Paragraph X.A. above; provided, however, that the Signatory Attorney General may

 take.any aetion if the Signatory Attorey General conchudes that, because of the specific practice, a
threat to the healthi.or safety of the pablic r.eqmas imrnediate sction.
| XI General Provisions |

A | This Consent: Judgment represents the full and comipléte ferms of the Sc&lement
entered into by the Parties hereto. I amy action undértaken by the Paities, no prior versions of this
Consent Judgment and.no prior versions of any of its terms that were not-eirteigdby thé. Cour_t-.in-this

Consent Judgment, may be introduced for any purpose whatsoever.
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B.  This Court retains jurisdiction of this Consent Judgment and the Parties heretofor the
purpose of eaforcing and modifying this Consent Judgment and for the purpose of granting such
additional relief a5 may be necessary and appropriate.

C.  This Consent Judgment may be executed in countorparts, and a facsimile or PDF
signature shall be-deemed to be, and shall have the same force and effect as; an original signature,

D. Al Notices under this Consent Judgssent shall be provided to the following via

Douglas M. Larkler

Senior Vice President

And Chief Compliance Cfficer

150 East 42nd Street

New York, New York 10017

uty
124 Halsey Street B 5" Floor
P.O. Box 45029

Newark, New Jersey 07101

'E. Tothe extent that any provision of his Consent Judgment obligates Pfizer to changean
Pfizer shall implement the

policy{ies) ‘-a-v- dure(s) and to the-extent not already accomplished,
ire(s) as soon as-zeasonably practicabls, bt later than 120 days after the

- poliey{ies) or proc:
Effective Date of this Consent Judgmerrt




IT IS ON THIS

DECREED.

.

//_ DAY OF

. 2009 SO ORDERED ADJUDGED AND
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JOINTLY APPROVED AND
SUBMITTED FOR ENTRY:

FOR THE PLAINTIFFS:
ATTORNEY GENERAL OF NEW JERSEY

124E sey Street B 5 Floor
P.O. Bex 45029

Newark, NewJersey 07101
Telsphone: (973) 648-7819

Fac_snml._le  (973) 648-4887

Dated: September 11, 2009

32




For Pfizer Inc.:

Senijor Vice President
~ And Chief Compliance Officer-
Pﬁzer Ine.

Datu _

FoC /Z,aﬂ {

Bneﬁ\‘l' O’Connor kebert P. S
Ropes & Gray LLP BLAPrperLLP (US)
One International Place 33. Arch Street, 26th Floor
-Boston, MA 02110 ' Baoston, MA 02110

Date:_ ] ! Q}/ O? -  Date;




Approved and agreed to:

By:

AdaryD, Brov (NJ 02465-2007)
DLA Piper LLP (US)
Omne Liberty Place
1650 Market Street, Suite 4900
Philadelphia, Pénnsylvania. 19103-7300




